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QINHUANGDAO ZIZHU PHARMACEUTICAL CO., LTD.
Certificate of analysis

MET: 25002014004
COACode: 25002014004
Product name Estrone Batch No. -
; 5001403001
A 2 i 5 B fib5
Batch quantit Package Size 1kg/b
. q y 33.80kg g g/bag
B 3% A% 1kg/4$
Mfg. Date Mar.03,2014 Retest date Mar.02,2016
Cohadd BBt 2014 403 J] 03 |'] KW 2016 “£ 03 /7 02 ||
Report date Jul. 25,2014 Basis of standards USP32
R HM 2014407 J] 2511 P HE 1 45 R #4432
ltems Specifications Results
I H PRt i e (oL
Description White or almost white crystalline powder White crystalline powder
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Specific rotation .
+168° — +165 +1681°
L e
A : The infrared Spectrum of the test breparaﬁon should be
. Conforms
consistent with reference standard. i
_ Ar 2 51T A FEBON 115 54 IR 4 K
Identification . e e
e ) B: The max ultraviolet absorption wavelength and minimum
S0z /1
absorption wavelength of test preparation should be Conforms
consistent with reference standard. e
B A 158 AP IR K ANt AN e s 1t TR B —
Clarity of solution The solution should be clear. Conforms
pratr tionte 4 iR S Liila)
id n ignition
R <0.5% 0.09%
VSR
Loss on drying
. =0.5% 0.05%
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Limit of equilenin and equilin
Ly 5 Sl P 0 By s i

The color of test solution should not be redder than
reference standard solution.
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QINHUANGDAO ZIZHU PHARMACEUTICAL CO., LTD.
Certificate of analysis

&g 25002014004
COA Code: 25002014004

Product name

Estrone

FAAPL, 25001403001
i % it o it
Batch quantit Package Size 1kg/b
q y 33.80kg g g ég
1t & 024 W A% 1kg/4s
Mfg. Date Mar.03,2014 Retest date Mar.02,2016
P H A 2014 & 03 f1 03 | Rk 2016 4203 J] 02 H
Report date Jul. 25,2014 Basis of standards USP32
R L HA 2014 % 07 A 25 | RS K2 32 i)
ltems Specifications Results
I H hRHEINE o4 £l 5
Qrdinary impurities Conforms Conforms
R R VAT & E r
Purity by HPLC 97.0%~103.0%, calculated on the dried basis, 88.5%
. (¢}
oE PR TS A B 97.0%~103.0%
Conclusion The product conforms to USF:SZ“sfgndard.
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Storage Condition

Preserve in tight, light-resistant containers, Store at 25°C, excursions permitted

T B between 15°C and 30°C.
e W, PERA, AR 25°C, RFMZ 15C A 30°C,
No.10, Longhai Road, Economic & Technological Development Zone, Qinhuangdao, Hebei
Address: .
" P.R.China
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Technology and Quality Department Manager/ Date
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